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REMARKS 



Claim 1-54 were pending in the application. Claims 1-46 were examined and claims 47-65 were 
withdrawn from consideration. 

Claims 1-46 were rejected. 

Claims 1 , 7, 16, 25 and 35 have been amended to specify (he inclusion or hemoglobin. Support 
for this amendment may be found in Ibe specification and the originally filed claims, for example at 
page 13, paragraph 45 and original claims 1 0, 15 and 19. The phrase" capable of aggregating in plasma" 
has also been cancelled from claims 1, 7, 25 and 35 and these claims have been amended to specify 
"plasma aggrcgatable particles". 

Claim 16 has been further amended to specify that the particles arc present in a suspension, 
Support for this amendment may be found, for example, at page 9, paragraph [0032] and originally filed 
claim 32. 

Claim 25 has been further amended with respect to step (c) to specify that the control solution is 
introduced into the coagulation test. 

Claim 5 has been rejected for because "said calcium ion source" lacks antecedent basis. Claims 
has been amended to specify "calcium ion" which finds antecedent basis from the claim from which it 
depends. 

Claims 1-2, 4-9, 1 1-14, 16-18 and 20-46 are pending after the entry of the amendments made 

herein. 

Paragraph [0097] has been amended to replace the words "comprise" and "comprising" with 
"include" and "including". 

In view of the above amendments and the following remarks, the Examiner is respectfully 
requested to withdraw the rejections and allow Claims 1 1-2, 4-9, 1 1 -14, 16-18 and 20-46, the only 
claims pending in this application. 

As no new matter has been added by the above amendments, tbe Applicants respectfully icqucsl 
the entry thereof. 
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QfiJECTIO^O-niRDlSU^SURE 



The Abstract has been objected to because of (tic inclusion oflegal phraseology such as 
"comprise" and "comprising". The Abstract has bcL-n omcmlcd to replace the words "compii.se" and 
"comprising" with "include" and "including". Accordingly, the Applicants respectfully request that this 
rejection be withdrawn, 

RfJECJTQNU^ g U 2^SKCOMJ!ARA(ilUJMI. 

Claims 1-15, 19, 23 and 25-46 have been rejxlcd under 35 U.S.C. §1 12, second paragraph as 
being indefinite. 

Specifically, claims 1, 7, 25 and 35 have boon rejected for the phrase "capable of. These claims 
have been amended to remove the phrase "capable of. The claims have been amended to specify 
plasma aggregatablc particles. Accordingly, the Applicants respectfully retjuest that this rejection be 
withdrawn. 

Claim 5 has been rejected because "said calcium ion source" lacks antecedent basis. Clahn5 has 
been amended to specify "calcium ion" which finds antecedent basis from the claim from which it 
depends. Accordingly, the Applicants respectfully icqucttt that this rejection be withdrawn. 

Claim 15 has been rejected because "said agnation enhancer" lacks antecedent basis. This 
claim has been cancelled. Accordingly, the Applicants j especially request that this rejection be 
withdrawn. 

Claim 19 has been rejected because "said aggregation enhancer" lacks anleccdent basis. This 
claim has been cancelled. Accordingly, the Applicant respectfully request that this rejection be 
withdrawn. 

Claim 23 has been rejected because "said suspension" lacks antecedent basis. Claim 16, from 
which claim 23 depends, has been amended to specify a suspension. Accordingly, the Applicants 
respectfully request that this rejection be withdrawn. 

Claim 25 has been rejected because it recites both the control solution and (he plasma. Claim 2.5 
has been amended with respect to step (c) to specify that the control solution is introduced into ihe 
coagulation test. Accordingly, the Applicants respectfully request that (his rejection be withdrawn. 
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Claims 1-2, 4-7, 12-14, 16, 18 20-22, 25-26, 32-36 and 43-44 have been rejected under 35 
U.S.C. § 102(b) as being anticipated by Collcr. 

Chums 1, 7 and 16, and the claims that, depend therefrom, have been amended to specify that the 
compositions include hemoglobin. However, Collcr docs not teach such a composition, e.g., Collcr does 
not teach a composition that includes hemoglobin. As such, Collcr mils to anticipate the subject claims 
for at least this reason. 

Claim 25 specifics a method that include the steps of forming a control solution and introducing 
that solution to a coagulation test and claim 35 specific* combining citrated plasma, particles and a 
solution of calcium ions to a coagulation test. Accordingly, each of these claims specifies a step of 
introducing the specified composition to a coagulation test. However, Colter docs not teach die 
preparation of a composition and a subsequent step of introducing that composition to a coagulation lest. 
As such, Coller fails to anticipate the subject claims for at least this reason. 

For at least the reasons described above, the Applicants respectfully submit Dial Claims 1-2, 4-7, 
12-14, 16, 18 20-22, 25-26, 32-36 and 43-44 are not anticipated under 35 U.S.C. § 102(b) by Coller. As 
such, the Applicants respectfully submit that request that this rejection be withdrawn. 

Claims 1 , 5, 7, 25-27, 29, 32, 35-37, 39 and 44 have been rejected under 35 U.S.C. § 1 02(b) as 
being anticipated by Volgcr et al. 

Claims 1 and 7, and the claims that depend therefrom, have been amended to specify that the 
compositions include hemoglobin. However, Volgcr, et al. do not teach such a composition, e.g., 
Volgcr, et al. do not teach a composition that Includes hemoglobin. As such, Volger, el al. fail to 
anticipate the subject claims for at least this reason. 

Claim 25 specifies a method that includes the steps of forming a control solution and introducing 
that solution to a coagulation lest and claim 35 specifies combining citrated plasma, particles and a 
solution of calcium ions to a coagulation test. Accordingly, each of these claims specifics a step of 
introducing the specified composition to a coagulation test. However, Volger cl al. do not teach the 
preparation of a composition and a subsequent step of ini reducing that composition to a coagulation lost. 
As such, Volgcr ct a!, fail to anticipate the subject claims for at least this reason. 

For at least the reasons described above, the Applicants respectfully submit that Claims, 5, 7, 25- 
27, 29, 32, 35-37, 39 and 44 are not anticipated untkv 35 U.S.C. §102(l>) by Volger et al. As such, the 
Applicants respectfully submit that request that this rejection be withdrawn. 
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Rcjcctk^nfler 

Claims 30-31, 40 and 46 have been rejected under 35 U.S.C. §1 03(a) as being unpatentable over 
Volger et al. 

As noted above, Volger et al fail to teach or even suggest all the claimed limitations or claims 25 
and 55, from which these claims depend- 
More specifically, independent claim 25, from which claims 30 and 31 depend, .specifics 
combining calcium ions and plasma aggrcgatablo particles with plasma to form a control composition 
and introducing this control composition to a coagulation lest. However, Volgcr et ah fail lo tech or even 
suggest forming a control composition by combining plasma aggregatable particles, ealcium ions and 
plasma and introducing this control composition Lo a coagulation test and in fact docs not leach or 
suggest preparing any composition and subsequently introducing it to a coagulation test. Independent 
claim 35, from which claims 40 and 46 depend specifics combining plasma aggrcgatablo particles, 
calcium ions and titrated plasma and introducing this combination of components to a coagulation test. 
However, Volger ct al. fail to teach or oven suggest combining plasma aggregatable particles, calcium 
ions, citrated plasma and introducing this combination of components to a coagulation test and in facl 
does not teach or suggest preparing any composition and subsequently introducing it to a coagulation 
test. 

Accordingly, for at least the reasons described above, a proper prima facie case of obviousness 
cannot be sustained. As such, the Applicants respectfully request that this rejection be withdrawn. 

Claims 3, 10, 15, 19 and 41-42 have been rejected under 35 U.S.C. §103(a) as being 
unpatentable over Coller in view of Lewis et ah Cluun 3, 10, and 1 5 have been cancelled and analogous 
subject matter specified therein has been incorporated into claims 1, 7 and 16. Accordingly, the 
Applicants will respond to this rejection with respect to claims 1 , 7, 16 and 41-42. 

The Applicants respectfully submit that there is no motivation in cither of these references to 
modify the invention of Coller to make the invention as claimed in the present application. More 
specifically, there is no motivation to modify the invention of Coller to include, an aggregation 
enhancer, let alone hemoglobin. 

Coller teaches the agglutinization of small polymeric beads coated with a glycoprotein llb/llla 
ligand such as fibrinogen when the beads are contacted with whole blood containing platelets with 
glycoprotein llb/flla receptors that are not blocked, (see Abstract for example) Coller tenches that failure 
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to agglutinate indicates that blockade of the Gl'llb/IUa receptor has been achieved. In other wolST* 
beads of Coller agglutinate in the presence of unblocked Ilb/HIa receptors. Collor teaches that "platelet 
mediated agglutination of the solid surface results when the OPTIb/Ma receptors on the surd.ee of 
platelets bind... with GPIlb/TITa ligands bound to the solid surfaces." (see for example col. 4, lines 62- 
65) That is, Coller is concerned with measuring the degree of GPIlb/M la ligand/ receptor binding. 
Accordingly, it is not necessary to provide a component to increase or enhance aggregation of the beads, 
as the degree of aggregation is used as an indication of platelet Ilb/Illa receptor blockage. Accordingly, 
there is no motivation to modify the invention of Coller to include a bead aggregation chancer as suoh 
may compromise the results obtained from the Coller invention. 

Accordingly, for at least the reason described above, a proper prima facie case, of obviousness 
cannot be made. As such, the Applicants respectfully request that this rejection be withdrawn. 

Claims 11,23 and 45 have been rejected under 35 U.S.C, §1 03(a) as being unpatentable over 
Coller in view of Jacobs ct al. 

Claims 1 1, 23 and 45 depend from claims 7, 16 and 35, respectively. As noted above, chums 7 
and 16, and the claims that depend therefrom, have been amended to specify that the compositions 
include hemoglobin. However, Coller does not teach oi suygest such a composition, e.g., Coller does not 
teach a composition that includes hemoglobin. As noted above, claim 35 specifics combining cilrated 
plasma, plasma aggrcgatable particles and a solution of calcium ions and introducing the combination to 
a coagulation test. However, Coller docs not teach do preparation of any composition and a subsequent 
step of introducing a composition to a coagulation test. Accordingly, Coller does not teach each and very 
element of claims U, 23 and 45. As Jacobs et al is cited solely for teaching autifrcezo, Jacobs ct a). fails 
to make up for the deficiencies of Coller. Accordingly, for at least the reasons described above, a proper 
prima fade case of obviousness cannot be made. As such, the Applicants respectfully request that this 
rejection be withdrawn. 



QbXeclhms 

The Examiner has indicated that claims 28 and 3S would be allowable if rewritten to overcome 
the rejections under 35 U.S.C. 112, second paragraph and to include al] of the limitations of the base 
claims and any intervening claims. The Applicants thank the Examiner for the indication of allowance. 
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CONCLUSION 

In view of the remarks, this application is co.isitkTed to be in good and proper form for 
allowance and the Examiner is respectfully requested k> pass this application to issue. 

The Commissioner is hereby authorized lo dun go any fees under 37 C.F.R. §§1 .16 and 1.17 
which may be required by this paper, or to credit any overpayment, to Deposit Account No. 50-081 5, 
reference no, LI PIi-043 . 



Respectfully submitted, 

HOZICEVIC, FIELD &. FRANCIS LLP 



Date: /'/ L./ /j 2 By: 

Susan Tall 

Registration No. 52,272 
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